
8431 Federal Register / Vol. 88, No. 27 / Thursday, February 9, 2023 / Notices 

Response: HHS/CDC agreed with the 
commenters and made the change to the 
policy. 

Comment: A commenter requested 
that ‘‘established’’ specifications be 
changed to ‘‘approved design’’ 
specifications. 

Response: HHS/CDC agreed with the 
commenter and revised the policy. 

Comment: Commenters requested 
adding the verification requirement for 
‘‘pressure decay testing.’’ 

Response: HHS/CDC agreed with the 
commenters and included that pressure 
decay testing may be used to identify 
and confirm proper operation of various 
BSL–4/ABSL–4 containment boundary 
points of failure (e.g., penetrations, 
cracks, breaks, APR doors, HEPA 
isolation dampers, etc.). 

Where can this document be found? 

This policy document is available at 
the Federal Select Agent Program 
website at www.selectagents.gov. 

Legal Authority 

HHS/CDC is issuing this policy under 
the authority of sections 201–204 and 
221 of Title II of Public Law 107–188, 
(42 U.S.C. 262a). 

Tiffany Brown, 
Acting Executive Secretary, Centers for 
Disease Control and Prevention. 
[FR Doc. 2023–02730 Filed 2–8–23; 8:45 am] 

BILLING CODE 4163–18–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Centers for Disease Control and 
Prevention 

Notice of Closed Meeting 

Pursuant to 5 U.S.C. 1009(d), notice is 
hereby given of the following meeting. 

The meeting will be closed to the 
public in accordance with the 
provisions set forth in sections 
552b(c)(4) and 552b(c)(6), Title 5 U.S.C., 
as amended, and the Determination of 
the Director, Strategic Business 
Initiatives Unit, Office of the Chief 
Operating Officer, CDC, pursuant to 
Public Law 117–286. The grant 
applications and the discussions could 
disclose confidential trade secrets or 
commercial property such as patentable 
material, and personal information 
concerning individuals associated with 
the grant applications, the disclosure of 
which would constitute a clearly 
unwarranted invasion of personal 
privacy. 

Name of Committee: Disease, 
Disability, and Injury Prevention and 
Control Special Emphasis Panel (SEP)— 

DP23–001, Panel A, Assessing the 
Effectiveness of Programs, Policies, or 
Practices that Affect Social 
Determinants of Health to Promote 
Health Equity and Reduce Health 
Disparities in Chronic Diseases. 

Date: April 18, 2023. 
Time: 10:00 a.m.–6:00 p.m., EDT. 
Place: Teleconference. 
Agenda: To review and evaluate grant 

applications. 
For Further Information Contact: 

Natalie Brown, M.P.H., Scientific 
Review Officer, National Center for 
Chronic Disease Prevention and Health 
Promotion, CDC, 4770 Buford Highway, 
Mailstop S107–8, Atlanta, Georgia 
30341–3717; Telephone: (404) 639– 
4601; Email: NBrown3@cdc.gov. 

The Director, Strategic Business 
Initiatives Unit, Office of the Chief 
Operating Officer, Centers for Disease 
Control and Prevention, has been 
delegated the authority to sign Federal 
Register notices pertaining to 
announcements of meetings and other 
committee management activities, for 
both the Centers for Disease Control and 
Prevention and the Agency for Toxic 
Substances and Disease Registry. 

Kalwant Smagh, 
Director, Strategic Business Initiatives Unit, 
Office of the Chief Operating Officer, Centers 
for Disease Control and Prevention. 
[FR Doc. 2023–02746 Filed 2–8–23; 8:45 am] 

BILLING CODE 4163–18–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Food and Drug Administration 

[Docket Nos. FDA–2019–E–5386 and FDA– 
2019–E–5380] 

Determination of Regulatory Review 
Period for Purposes of Patent 
Extension; XOSPATA 

AGENCY: Food and Drug Administration, 
HHS. 
ACTION: Notice. 

SUMMARY: The Food and Drug 
Administration (FDA or the Agency) has 
determined the regulatory review period 
for XOSPATA and is publishing this 
notice of that determination as required 
by law. FDA has made the 
determination because of the 
submission of applications to the 
Director of the U.S. Patent and 
Trademark Office (USPTO), Department 
of Commerce, for the extension of a 
patent which claims that human drug 
product. 

DATES: Anyone with knowledge that any 
of the dates as published (see 

SUPPLEMENTARY INFORMATION) are 
incorrect may submit either electronic 
or written comments and ask for a 
redetermination by April 10, 2023. 
Furthermore, any interested person may 
petition FDA for a determination 
regarding whether the applicant for 
extension acted with due diligence 
during the regulatory review period by 
August 8, 2023. See ‘‘Petitions’’ in the 
SUPPLEMENTARY INFORMATION section for 
more information. 
ADDRESSES: You may submit comments 
as follows. Please note that late, 
untimely filed comments will not be 
considered. The https://
www.regulations.gov electronic filing 
system will accept comments until 
11:59 p.m. Eastern Time at the end of 
April 10, 2023. Comments received by 
mail/hand delivery/courier (for written/ 
paper submissions) will be considered 
timely if they are received on or before 
that date. 

Electronic Submissions 
Submit electronic comments in the 

following way: 
• Federal eRulemaking Portal: 

https://www.regulations.gov. Follow the 
instructions for submitting comments. 
Comments submitted electronically, 
including attachments, to https://
www.regulations.gov will be posted to 
the docket unchanged. Because your 
comment will be made public, you are 
solely responsible for ensuring that your 
comment does not include any 
confidential information that you or a 
third party may not wish to be posted, 
such as medical information, your or 
anyone else’s Social Security number, or 
confidential business information, such 
as a manufacturing process. Please note 
that if you include your name, contact 
information, or other information that 
identifies you in the body of your 
comments, that information will be 
posted on https://www.regulations.gov. 

• If you want to submit a comment 
with confidential information that you 
do not wish to be made available to the 
public, submit the comment as a 
written/paper submission and in the 
manner detailed (see ‘‘Written/Paper 
Submissions’’ and ‘‘Instructions’’). 

Written/Paper Submissions 
Submit written/paper submissions as 

follows: 
• Mail/Hand Delivery/Courier (for 

written/paper submissions): Dockets 
Management Staff (HFA–305), Food and 
Drug Administration, 5630 Fishers 
Lane, Rm. 1061, Rockville, MD 20852. 

• For written/paper comments 
submitted to the Dockets Management 
Staff, FDA will post your comment, as 
well as any attachments, except for 
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